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ne for Oral Suspension

al Suspension contains the equivalent of NLT 90.0% and NMT 110.0% of the labeled amount of famotidine (CgH N_O.S,)

1577273

xd as directed. It contains one or more suitable buffers, colors, diluents, flavors, and preservatives.

1 time of the famotidine peak from the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

ve 13.6 g of sodium acetate trihydrate in 900 mL of water, and adjust with glacial acetic acid to a pH of 6.0 + 0.1, before final

ve 13.6 g of monobasic sodium phosphate in 900 mL of water, adjust with 1 M sodium hydroxide to a pH of 7.0 £ 0.1, and

terto1L.
:onitrile and Buffer A (7:93)
‘onitrile
iee Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 100 0
15 100 0
42 52 48
43 100 0
45 100 0

trile and Buffer B (7:93)

n: 0.16 mg/mL of USP Famotidine RS in Diluent

1: Transfer to a 100-mL volumetric flask a portion of Famotidine for Oral Suspension, equivalent to about 40 mg of famotidine,

and free from air bubbles and constituted as directed in the labeling. Add 10 mL of methanol, sonicate for 5 min, add 70 mL
icate for an additional 5 min, and dilute with Diluent to volume. Dilute 10.0 mL of this solution with Diluent to 25.0 mL, and

ic system
raphy (621), System Suitability.)
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lard solution

uirements

siency: Greater than 2000 theoretical plates
r: NMT 2

1dard deviation: NMT 2.0%

1dard solution and Sample solution

e percentage of the labeled amount of famotidine (C,H, N_0,S.) in the portion of Famotidine for Oral Suspension taken:

Result = (r /r;) x (C/C,) x 100
ieak response from the Sample solution
ieak response from the Standard solution
:oncentration of USP Famotidine RS in the Standard solution (mg/mL)

iominal concentration of famotidine in the Sample solution (mg/mL)

eria: 90.0%-110.0%

'ESTS
ace Units (905): Meets the requirements for Content Uniformity. For the product in multi-dose containers, the unit is a 5-mL
pension, constituted as directed in the labeling.

iluent, Standard solution, Sample solution and Chromatographic system: Proceed as directed in the Assay.

ity stock solution: Transfer 16 mg of famotidine to a 50-mL volumetric flask. Dissolve in 1.0 mL of 1 N hydrochloric acid, heat
nin, and cool to room temperature. Add 2.0 mL of 1 N sodium hydroxide, heat at 80° for 30 min, and cool to room temperature.
“1 N hydrochloric acid to neutralize, and dilute with Diluent to volume.

ity solution: Transfer 16 mg of famotidine to a 50-mL volumetric flask. Add 10 mL of Diluent, and sonicate to dissolve. Add 5
»gen peroxide solution, heat at 80° for 15 min, and cool to room temperature. Add 20 mL of System suitability stock solution,

1 Diluent to volume.

ity

1dard solution and System suitability solution

the components of the System suitability solution based on the relative retention times listed in Table 2.]

uirements

Greater than 1.5 between famotidine and famotidine propanamide, System suitability solution
siency: Greater than 2000 theoretical plates, Standard solution

r: NMT 2, Standard solution

1dard deviation: NMT 2.0%, Standard solution

1dard solution and Sample solution
e percentage of the total of famotidine sulfamoyl propanamide and famotidine propanamide in the portion of Famotidine for
ension taken:

Result = (r /rg)) x (C/C) x 100
um of the peak areas for famotidine sulfamoyl propanamide and famotidine propanamide from the Sample solution

ieak area of famotidine from the Standard solution
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